Discriminatory power of the different requirements for uniformity of dosage units in the European pharmacopoeia.
The discriminatory power of the new and the old requirements are compared on a mathematical basis and by the simulation of data. The probability of passing the requirements of the test for uniformity of dosage units versus the tests for uniformity of content and uniformity of mass are compared by the simulation of different batches. These batches are characterised by a true content and true standard deviation under the prerequisite of normal distribution. Furthermore, a mathematical evaluation of the newly introduced acceptance value AV is presented.